Requirements for Reporting Industry-Sponsored Studies. For all reports (regardless of funding source) containing original data, at least 1 author (eg, the principal investigator) must indicate that she or he "had full access to all of the data in the study and takes responsibility for the integrity of the data and the accuracy of the data analysis." For industry-sponsored studies, this statement must be provided by an investigator (preferably the principal investigator) who is not employed by any commercial funding source. Moreover, in industry-sponsored studies, it is strongly preferred that data collection and data management are conducted independently of the study sponsor and with additional monitoring and oversight, such as under the auspices of an independent data and safety monitoring committee.
In addition, industry-sponsored studies in which the data analysis has been conducted only by statisticians employed by the company sponsoring the research will not be accepted for publication in JAMA. This does not mean that the names of industry-employed statisticians, epidemiologists, or others involved with the data management or analyses should be removed from the manuscript reporting these studies; their roles as authors or nonauthor contributors should be clearly identified. However, for these studies, an additional independent analysis of the data must be conducted by statisticians at an academic institution, such as a medical school, academic medical center, or government research institute.
For these analyses, the entire raw data set should be given to the independent biostatistician, along with the study protocol and the prespecified plan for data analysis. The independent biostatistician should verify the appropriateness of the analytic plan and conduct an independent analysis of the raw data. The results of these analyses should be reported in the manuscript. The independent statistician should clearly describe his or her involvement in conducting the analyses, and provide written confirmation of the data analysis. Details if this independent statistical analysis, as well as the name and academic institution of the independent statistician and whether compensation or funding was received for conducting the analyses, must be reported and will be included in the published article. We recognize that this requirement for an independent statistical analysis of industry-sponsored studies entails additional effort, time, and cost, but in our view, this additional verification of the data and the analyses, as well as an additional layer of institutional oversight for these studies, are essential.
